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PM,s and PM 0.5 the warranty pro-
gram must ensure that the required
specifications (see Table A-1 to this
subpart) will be met throughout the
warranty period and that the applicant
accepts responsibility and liability for
ensuring this conformance or for re-
solving any nonconformities, including
all necessary components of the sys-
tem, regardless of the original manu-
facturer. The warranty program must
be described in sufficient detail to
meet appropriate provisions of the
ANSI/ASQC and ISO 9001 standards
(references 1 and 2 in appendix A of this
subpart) for controlling conformance
and resolving nonconformance, par-
ticularly sections 4.12, 4.13, and 4.14 of
reference 1 in appendix A of this sub-
part.

(i) Section 4.12 in reference 1 of ap-
pendix A of this subpart requires the
manufacturer to establish and main-
tain a system of procedures for identi-
fying and maintaining the identifica-
tion of inspection and test status
throughout all phases of manufac-
turing to ensure that only instruments
that have passed the required inspec-
tions and tests are released for sale.

(ii) Section 4.13 in reference 1 of ap-
pendix A of this subpart requires docu-
mented procedures for control of non-
conforming product, including review
and acceptable alternatives for disposi-
tion; section 4.14 in reference 1 of ap-
pendix A of this subpart requires docu-
mented procedures for implementing
corrective (4.14.2) and ©preventive
(4.14.3) action to eliminate the causes
of actual or potential nonconformities.
In particular, section 4.14.3 requires
that potential causes of
nonconformities be eliminated by
using information such as service re-

ports and customer complaints to
eliminate potential causes of
nonconformities.

(d) For candidate reference or equiva-
lent methods for PM,s and Class II or
Class III equivalent methods for
PM 025, the applicant, if requested by
EPA, shall provide to EPA for test pur-
poses one sampler or analyzer that is
representative of the sampler or ana-
lyzer associated with the candidate
method. The sampler or analyzer shall
be shipped FOB destination to Direc-
tor, National Exposure Research Lab-
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oratory, Reference and Equivalent
Method Program (MD-D205-03), U.S.
Environmental Protection Agency, 4930
Old Page Road, Durham, North Caro-
lina 27703, scheduled to arrive concur-
rent with or within 30 days of the ar-
rival of the other application mate-
rials. This analyzer or sampler may be
subjected to various tests that EPA de-
termines to be necessary or appro-
priate under §53.5(f), and such tests
may include special tests not described
in this part. If the instrument sub-
mitted under this paragraph malfunc-
tions, becomes inoperative, or fails to
perform as represented in the applica-
tion before the necessary EPA testing
is completed, the applicant shall be af-
forded an opportunity to repair or re-
place the device at no cost to EPA.
Upon completion of EPA testing, the
analyzer or sampler submitted under
this paragraph shall be repacked by
EPA for return shipment to the appli-
cant, using the same packing materials
used for shipping the instrument to
EPA unless alternative packing is pro-
vided by the applicant. Arrangements
for, and the cost of, return shipment
shall be the responsibility of the appli-
cant. The EPA does not warrant or as-
sume any liability for the condition of
the analyzer or sampler upon return to
the applicant.

[71 FR 61271, Oct. 17, 2006]

§53.5 Processing of applications.

After receiving an application for a
FRM or FEM determination, the Ad-
ministrator will, within 120 calendar
days after receipt of the application,
take one or more of the following ac-
tions:

(a) Send notice to the applicant, in
accordance with §53.8, that the can-
didate method has been determined to
be a reference or equivalent method.

(b) Send notice to the applicant that
the application has been rejected, in-
cluding a statement of reasons for re-
jection.

(c) Send notice to the applicant that
additional information must be sub-
mitted before a determination can be
made and specify the additional infor-
mation that is needed (in such cases,
the 120-day period shall commence
upon receipt of the additional informa-
tion).
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(d) Send notice to the applicant that
additional test data must be submitted
and specify what tests are necessary
and how the tests shall be interpreted
(in such cases, the 120-day period shall
commence upon receipt of the addi-
tional test data).

(e) Send notice to the applicant that
the application has been found to be
substantially deficient or incomplete
and cannot be processed until addi-
tional information is submitted to
complete the application and specify
the general areas of substantial defi-
ciency.

(f) Send notice to the applicant that
additional tests will be conducted by
the Administrator, specifying the na-
ture of and reasons for the additional
tests and the estimated time required
(in such cases, the 120-day period shall
commence 1 calendar day after the ad-
ditional tests have been completed).

[71 FR 61271, Oct. 17, 2006]

§53.6 Right to witness
tests.

conduct of

(a) Submission of an application for a
reference or equivalent method deter-
mination shall constitute consent for
the Administrator or the Administra-
tor’s authorized representative, upon
presentation of appropriate creden-
tials, to witness or observe any tests
required by this part in connection
with the application or in connection
with any modification or intended
modification of the method by the ap-
plicant.

(b) The applicant shall have the right
to witness or observe any test con-
ducted by the Administrator in connec-
tion with the application or in connec-
tion with any modification or intended
modification of the method by the ap-
plicant.

(c) Any tests by either party that are
to be witnessed or observed by the
other party shall be conducted at a
time and place mutually agreeable to
both parties.

§53.7 Testing of methods at the initia-
tive of the Administrator.

(a) In the absence of an application
for a reference or equivalent method
determination, the Administrator may
conduct the tests required by this part
for such a determination, may compile
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such other information as may be nec-
essary in the judgment of the Adminis-
trator to make such a determination,
and on the basis of the tests and infor-
mation may determine that a method
satisfies applicable requirements of
this part.

(b) In the absence of an application
requesting the Administrator to con-
sider revising an appendix to part 50 of
this chapter in accordance with §53.16,
the Administrator may conduct such
tests and compile such information as
may be necessary in the Administra-
tor’s judgment to make a determina-
tion under §53.16(d) and on the basis of
the tests and information make such a
determination.

(c) If a method tested in accordance
with this section is designated as a ref-
erence or equivalent method in accord-
ance with §53.8 or is specified or des-
ignated as a reference method in ac-
cordance with §53.16, any person or en-
tity who offers the method for sale as
a reference or equivalent method
thereafter shall assume the rights and
obligations of an applicant for purposes
of this part, with the exception of
those pertaining to submission and
processing of applications.

§53.8 Designation of reference and
equivalent methods.

(a) A candidate method determined
by the Administrator to satisfy the ap-
plicable requirements of this part shall
be designated as a FRM or FEM (as ap-
plicable) by and upon publication of a
notice of the designation in the FED-
ERAL REGISTER.

(b) Upon designation, a notice indi-
cating that the method has been des-
ignated as a FRM or FEM shall be sent
to the applicant.

(¢c) The Administrator will maintain
a current list of methods designated as
FRM or FEM in accordance with this
part and will send a copy of the list to
any person or group upon request. A
copy of the list will be available via
the Internet and may be available from
other sources.

[71 FR 61276, Oct. 17, 2006, as amended at 75
FR 35597, June 22, 2010]
§538.9 Conditions of designation.

Designation of a candidate method as
a FRM or FEM shall be conditioned to
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